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DETAILED ACTION 
Response to Arguments 
Applicant's arguments with respect to claims 35-54 have been considered but are moot in 
view of the new ground(s) of rejection. 

As stated in the advisory action dated 01/31/2008, the declaration is no longer has an 
objection. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in pubUc use or on 
sale in this country, more than one year prior to the date of appUcation for patent in the United States. 

Claims 35, 39, 40, 42, 45, 49, 52 and 53 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Roger et al. (Ceramide-Coated Balloon Catheters Limit Neointimal H3q)erplasia 
After Stretch Injury in Carotid Arteries). Roger et al. discloses a method of delivering a 
lipophilic bioactive material to an interior all of a body vessel fi-om an implantable medical 
device having an expandable balloon with the lipophilic bioactive material on an outer surface of 
the balloon (page 288 lines 11-14 \^ col), the method comprising the steps of: 

inserting the balloon into a body vessel (angioplasty), the balloon having a dried layer 
containing the bioactive material on the outer surface of the balloon (page 283, line 26, 1^* col, 
drjdng under nitrogen), the balloon being fi-ee of a coating atop the bioactive material, the 
balloon being free of a time-release layer, the balloon being free of a containment material and 
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the balloon being free of a containment layer (i.e. "lipid directly at the site", lipid in solvent dried 
directly to the balloon); 

advancing the balloon within the body vessel to a treatment site within the body vessel; 

inflating the balloon at the treatment site to contact the bioactive material with an inner 
wall of the body vessel; 

maintaining the bioactive material on the outer surface of the inflated balloon in contact 
with the inner wall of the body vessel while the balloon is inflated; 

deflating the balloon after contacting the bioactive material with the inner wall of the 
body vessel; and 

removing the deflated balloon from the body vessel (the last 5 steps are inherent 
angioplasty steps). 

With regard to claims 39 and 40, angioplasty is on a coronary artery. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S. C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claim 36 is rejected under 35 U.S.C. 102(b) as anticipated by or, in the alternative, under 
35 U.S.C. 103(a) as obvious over Roger et al. Roger et al inherently inflated the balloon at the 
treatment site for an inflation time up to about one minute (inherent in that angioplasty is done 
in 45-60 second inflation times with deflation time in between inflations to allow life giving 
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blood flow). Since, Roger et al remains silent as to the inflation time, if it is not considered 
inherent it would have been obvious based on the well known practice as outlined above. 

Claim 43 is rejected under 35 U.S. C. 102(b) as anticipated by or, in the alternative, under 
35 U.S.C. 103(a) as obvious over Roger et al. Roger et al discloses a method as discussed above. 
However, Roger et al remains silent as to the material of the balloon catheter, specifically a 
polyamide, polypropylene, polyether block amide or polyethylene. It is admitted prior art to use 
a polyamide, polypropylene, polyether block amide and polyethylene for a balloon membrane in 
the art of balloon catheters. It would have been obvious to one of ordinary skill in the art at the 
time the invention was made to utilize polyamide, polypropylene, polyether block amide or 
polyethylene as the balloon catheter member either inherently or as mere substitution of one 
functionally equivalent balloon material for another within the art of balloon catheters. 

Claims 37, 38, 41, 44, 46-48, 50 and 54 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Roger et al in view of Barry et al (6306166). Roger et al discloses a method as 
discussed above. However, Roger et al remains silent as to the lipophilic bioactive material 
("bioactive lipid", page 288 as discussed above) being paclitaxel. Barry et al teaches another 
drug canying angioplasty balloon including paclitaxel as the drug for treating restenosis. 

With regard to claim 38, wherein the bioactive material further comprises a diagnostic 
agent (Roger et al -Dye- page 283, col 1, line 28). 

With regard to claims 41, 44, 46-48 and 54, However, Roger et al remains silent as to 
any dosing levels including about 5-500 micrograms. Barry et al teaches another method of 
delivering a paclitaxel to an interior wall of a body vessel from an implantable medical device 
(balloon) in the range of about 5 to about 500 micrograms (200 example 1, 489 table III, 44.8- 
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144.3 table VI, etc. . .) for the purpose preventing restenosis in a compatible range. The 
remainder of the range is obvious, since this can be determined by experimentation. It would 
have been obvious to one of ordinary skill in the art at the time the invention was made to dose 
the paclitaxel coating of Roger et al in the range of about 5 to about 500 micrograms in order to 
compatibly prevent restenosis. 

With regard to claim 48, Roger et al remains silent as to any dosing levels including a 
total of about 0.2 to about 20 micrograms of paclitaxel or a paclitaxel derivative per mm2 of the 
outer surface of the expandable balloon. Barry et al teaches from about 0.2 to about 20 
micrograms (.6-4, fig. 1). As before the remained of the range is obvious, since this can be 
determined by experimentation. As modified above the claim is met. 

Claim 51 is rejected under 35 U.S. C. 103(a) as being unpatentable over Roger et al in 
view of Palasis et al (6369039). Roger et al discloses a method as discussed above including a 
balloon attached to a catheter and inherently includes an inflation lumen for inflating the balloon. 
However, Roger et al remains silent as to the catheter includes a guide wire lumen. It is well 
known in the art of angioplasty balloons to include a guide wire lumen in the balloon catheter for 
the purpose of guiding a wire to the sight and then passing the catheter over the wire to the sight, 
as taught in Palasis et al (as previously rejected the guide wire is disclosed in the examples). It 
would have been obvious to one of ordinary skill in the art at the time the invention was made to 
include a guide wire (at therefore a lumen) as taught by Palasis et al on the balloon catheter of 
Roger et al in order to guide the device to the sight. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Thomas J. Sweet whose telephone number is 571-272-4761 . The 
examiner can normally be reached on 6:45am - 5:15pm, Tu-Th. 

If attempts to reach the examiner by telephone are unsuccessfiil, the examiner's 
supervisor, David J. Isabella can be reached on 571-272-4749. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Thomas J Sweet/ 

Primary Examiner, Art Unit 3774 
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